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"Since the filing of correspondence under §1.10 without the Express Mail mailing label thereon 
is an oversight that can tte avoided by the exercise of reasonable care, requests for waiver of this 
requirement will not be granted on petition.** Notice of Oct. 24, 1996, 60 Fed. Reg. 56,439, at 56,442. 

(Transmittal Letter to the United States Elected Office (EOAJS) [13-181— page 1 of 8) 



JC02 Rec'd PCT/PTO 

NOTE: To avoid abandonment of the application, the applicant shaif famish to the USPTO. not later than 20 
months fmm the priority date: (1) a copy of the international application, unless it has been previously 
communicated by the International Bureau or unless it was originally filed in the USPTO; and (2) the 
basic national fee (see 37 C.F.R. § 1.492(a}). The 30-month time limit may not be extended. 37 C.ER. 
§ 1.495. 

WARNING: Where the items are those which can be submitted to complete the entry of the International 
application into the national phase are subsequent to 30 months from the priority date the 
application is still considered to be in the international state and if mailing procedures are utilized 
to obtain a date the express mail procedure of 37 C.F.R. § 1.10 must be used (since international 
application papers are not covered by an ordinary certificate of mailing — See 37 C.F.R. § 1.8. 

NOTE: Documents and fees must be dearly identified as a submission to enter the national state under 35 
U.S.C. § 371 otherwise the submission will be considered as being made under 35 U.S.C. § 111. 37 
C.F.R. § 1.494(f). 

I. Applicant herewith submits to the United States Elected Office (EO/US) the following 
items under 35 U.S.C. § 371 : 

a. ^ This express request to immediately begin national examination procedures 

(35 U.S.C. § 371(f)). 

b, [X[ The U,S. National Fee (35 U.S.C. § 371(c)(1)) and other fees (37 C.F.R. § 1.492) 

as indicated below: 
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U-S. PTO: 

Atdlp^ that the criteria of novo^f, uwontive st^ finon" 
obviousness} and siduslriai activfty, as defined in PCT 
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§ 1.482fB9(lI) $67000 
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EXAMNATION AUTHORITY 

Where no ii ileri luUonal preSminafy exainaiaQon fee as set forth 
Bi § 1,482 has been paid to the uLSL PTO, and payment of an 
intenudional search foe as set forth in § 1^445|aK2} to the OS. 
PTO: 

□ has been paid (37 OFA § 1482^691 $G90i» 

□ has not been paid €37 ClFJL § ;S^482{B|OD $87000 

S9 wtiete a search leport on fte international awiBcafion 
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Tot^ National Fee 


* 860.00 


Fee forrecorc&ig ttie enclosed assignment document $«U9 (37 
C^Jt § 1J»(h)). (See Item 13 beio«4. See attached ^ASSIGMUOENT 
COVER SHEET*. 
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*See attached Preliminary Amendment Reducing the Number of Claims. 

Credit Card Payment Form 

i. A ^^the amount of _iM£L^IiQ—. to cover the above fees is enclosed. 

ii. □ Please charge Account No in the amount of $ 

A duplicate copy of this sheet is enclosed. 

**WABNING: To avoid ^Dandonrnent of the application the appiicant shali furnish to the United S<ates Patent 
and Trademaric Office not iater than the expiration of 30 months from the priority date: * * * 0 
the dasic natfonai fee (see § 1.492(^). The 30-monUj time limit may not be extended, " 37 C.F.R. 
§ 1,495p). 

WMNING: if the translation of tiie international appiication and/or the oath or declaration have not iDeen 
submitted by the appiicant within thirty (30) months fmm the priority date, such requirements may 
bemetwi^ina^meperiodsetbytheOf^ce.37C.ER. § 7.495(bj0, The payment of the surcharge 
set forth in § 1.4Q2(e) is required as a condition for accepting the oath or declaration later than 
Utirty 00} months after the priority date. The payment of the processing fee set forth in § 1.492(f) 
is required for acceptance of an English translation later than thirty (30) months after the priority 
date. Failure to comply with these requirements will result in abandonmer)t of the applica^on. The 
provisions of § 1.136 apply to the period which js set Notice of Jan. 3, 1993, 1147 O.G. 29 to 
40. 

3- S[ A copy of the International appiication as filed (35 U.S.C. § 371(c)(2)): 

NOTE: Section 1.495 (b) was amended to require that the ijasio national fee and a copy of the international 
application must be filed with the Office by 30 months from the priority date to avoid gJaandonment 
The International Bureau normally provides the copy of the intemab'onaf application to the OffU:e in 
accordance with POT Article 20, At the same time, the International Bureau notifies applicant of the 
communication to the Office. In accordance with PCT Rule 47.1, that notice shall be accepted by all 
c^gnaied offices as conclusive evicbnce that the communication has duly taken place. Thus, if the 
appiicarrt desires to enter the natxonsd stage, the applicant normally need only check to be sure the 
notice from the Intematjonal Bureau has been rec&ved and then pay the basic naSional fee by 30 months 
from the priority date.*' Notice of Jan. 7, 7993, 1147 O.G. 29 to 40, at 35-36. See item 14c below. 

a. is transmitted herewith. 

b. □ is not required, as the application was filed with the United States 
Receiving Office. 

c. □ has been transmitted 

i. □ by the International Bureau. 

Date of mailing of the appiication (from fonii PCT/1B/308): 

ii- □ by appiicant on 

Date 

4, ]^ A translation of the International application into the English language 
(35 U.S.C. § 371(c)(2)): 

a. ^ is transmitted herewith. 

b, □ is not required as the application was filed in English. 

c. □ was previously transmitted by appiicant on 

Date 

d, □ will follow. 
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. 5. ^ Amendments to the claims of the International application under PCX Article 19 
(35 U.S.C. § 371(c)(3)): 

NOTE: The Notice of January 7, 1993 points out that 37 C.F.R. § 1.495(a) was amended to clarify the e^dsting 
and continuing practice Uiat PCTArUde 19 amendments must be submitted by 30 months fnmt the 
priority date and tfi/s deadline may not tie extended. The Notice further advises that: "TTie faiiure to 
do so wSl not result in loss of the subject matter of the PCT ArHde 19 amendments. Applicant may 
submit that subject matter in a preSminary amendment fUed under section 1.121. In many cases, Wing 
an amendment under section 1. 121 is preferat>le since grammatical or idiomatic errors may de 
co/TecfedL" 1147^0.G. 29-40, at 36. 

a. □ are transmitted herewith. 

b. □ have been transmitted 

i. □ by the International Bureau. 

Date of mailing of -the amendment (from fomn PCT/1 B/308): 

ii. □ by applicant on (date) 

Date 

c. J2( have not been transmitted as 

I. applicant chose not to make amendments under PCT Article ia. 
Date of mailing of Search Report (from fomi PCT/fSA/210.): 

ii. □ the time limit for the submission of amendments has not yet expired. 
The amendments or a statement that amendments have not been made 
will be transmitted fc>efore the expiration of the time limit under 
PCT Rule 46.1. 

6- Kl A translation of the amendments to the claims under PCT Article 19 
(38 U.S.C. § 371(c)(3)): 

a. □ is transmitted herewith. 

b. □ is not required as tfie amendments were made in the English language, 

c. Ef has not been transmitted for reasons indicated at point 5(c) above. 
A copy of the Intemational examination report {PCT/lPEA/409) 

is transmitted herewith. 

□ IS not required as the application was filed with the United States Receiv- 
ong Office, 

Annex(es) to the intemational preliminary examination report 

a. S is/are transmitted herewith. 

b. □ is/are not required as the application was filed with the United States 
Receiving Office. 

A translation of the annexes to the intemational preliminary examination report 
a S is transmitted herewith. 

b. □ is not required as the annexes are in the English language. 
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10- K An oath or declaration of the Inventor (35 U.S.C. § 371(^^8 co^pi^^S^itKO 2 0 FEB 2001 
35 U.S.C. § 115 

a. □ was previously submitted by applicant on 

Date 

b. □ is submitted herewith, and such oath or declaration 

i. □ is attached to the application. 

ii. □ identifies the application and any amendments under PCT Article 
19 that were transmitted as stated in points 3{b) or 3(c) and 5(b}; and 
states that they were reviewed by the inventor as required by 

37 C.RR. § 1.70. 

c. ^ will follow, 

IB. Other document(s) or information included: 

11. ^ An International Search Report (PCT/ISA/210) or Declaration under 
PCT Article 17(2)(a): 

a. Sl is transmitted herewith. 

b. □ has been transmitted by the International Bureau. 
Date of mailing (from form PCT/lB/308): 

c. □ is not required, as the application was searched by the United States 
Intemationai Searching Authority. 

d. □ will be transmitted promptly upon request. 

e. □ has been submitted by applicant on 

Date 

12- □ An Information Disclosure Statement under 37 C.F.R. §§ 1.97 and 1.98: 

a. □ is transmitted herewith. 

Aiso transmitted herewith is/are: 

□ Form PTO-1449 (PTO/SB/08A and 08B). 

□ Copies of citations listed. 

b. □ will be transmitted within THREE MONTHS of the date of submission 
of requirements under 35 U.S.C. § 371 (c). 

c. □ was previously submitted by applicant on 

Date 

13. □ An assignment document is transmitted herewith for recording. 

A separate □ "COVER SHEET FOR ASSIGNMENfT (DOCUMENT) ACCOMPA- 
NYING NEW PATENT APPLICATION" or □ FORM PTO 1595 is also attached. 
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14. 1^ Additional documents: 

a. □ Copy of request (PCT/RO/101) 

b. ^ International Publication No. _WO_00/1 0 7 95 
1. □ Specification, claims and drawing 
ii. M Front page only 

c. Preliminary amendment (37 C.F.R. § 1.121) 

d. Other 

Notific ation of the Recorqing of ^ Chango; 

Written Opinion CDated 19 . 05. 20001 

Response to Written Opinion fdated 18.08. 2000 ;i 
The above checked items are being transmitted 

a. 'Si before 30 months from any claimed priority date. 

b. □ after 30 months. 

Certain requirements under 35 U.S.C. § 371 were previously submitted by the 
applicant on , namely: 



15. S 

% 16. □ 



AUTHORIZATION TO CHARGE ADDITIONAL FEES 

WMNING: Accurately count claims, espectaJty multiple dependant claims, to avoid unexpected high charges 
if extra claims are authori^. 

NOTE: "A written request may be submitted in an application that is an authorization to treat any concurrent 
or future reply, requiring a petition for an extension of time under this paragraph for its timefy submission, 
as incorporating a petition for extension of time for the appropriate length of time. An authorization to 
charge all required fees, fees under § 1,17, or ail required extension of time fees will be treated as 
a constructive petition for an extension of time in any concurrent or future reply requiring a petition 
for an extension of time under this paragraph for its timely submission. Submission of the fee set forth 
in § 1.1 will also be treated as a constructive petition for an extension of time in any concurrent 
repiy requiring a petition for an extension of time under this paragraph for its timely submission," 37 
C.F.R § 1, 136(a)(3), 

NOTE: "Amounts of twenty-five dollars or less wifl not be returned unless specifically requested within a 
reasonable time, nor wiU the payer be notified of sue/? amounts; amount over twenty-five dollars may 
be returned by check or, if requested, by credit to a deposit accounf 37 C.F.R. § 1.26(a), 

^ The Commissioner Is hereby authorized to charge the following additional 
fees that may be required by this paper and during the entire pendency of 
this application to Account No. 08- 2441 

37 C.F.R. § 1.492(a)(1), (2), (3), and (4) (filing fees) 

WARNING: Because failure to pay the na^onaf fee within 30 months without extension (37 C.F.R. § 1.495(b)^)) 
results in at^andonment of the ^plication, it would de best to always ciiecl( the above box. 



(Fransmtttat Letter to the United States Elected Office (EO/US) [13-18]— page 7 of 8) 



09/763267 

JC02 nec:d PCT/PTC 2 0 FEB 2001 

1^ 37 C.F,R. § 1.492(b), (c) and (d) (presentation of extra claims) 

NOTE: Because adc^onai fees for excess or muttiple dependent claims not paid on filing or on later presentation 
must only be paid or tfiese claims cancelled by amendment prior to the expiration of the time period 
set for response by the PTO in any notice of fee deficiency (37 C.KR § 1.492(d)), it might be best 
not to authorize the PTO to charge additional claim fees, except possible when dealing with amendments 
after finai action. 

]^ 37 C.F.R. § 1.17 (application processing fees) 
T;^ 37 C.F.R. § 1.17(a)(1)-{5) (extension fees pursuant to § 1.136(a). 
□ 37 C.F.R- §1.18 Ossue fee at or before mailing of Notice of Allowance, 
pursuant to 37 C.F.R. § 1.311(b)) 

NOTE: Where an authorization to charge the issue fee to a deposit account /jas been filed before the maHing 
of a Notice of Allowance, the issue fee will be automaticalty charged to the ctepostf account at the time 
of mailing the notice of allowance. 37 C.ER. § 1.311p). 

NOTE: 37 C.F.R. § 1 .28^3) requires "Notification of any chan^ in loss of entitlenient to small entity st^^ 

tse filed in the application . . . pnorto paying, or at the time of paying . . . issue fee." From tfie wording 
of 37 C.F.R, § 7.28ft): (e^ no^caUon of change ofsmtus must be made even if me fee is paid as "otiier 
than a small entii/' and 0) no notification is required if the chan^ is to another small entity. 

^ 37 C.F.R. § 1.492(e) and (f) (surcharge fees for filing the declaration 
and/or filing an English translation of an International Application later 
than 30 months after the priority date). 



S2GNA7URf CF PRACTITIONER 

Reg. No.: 24,603 D. PETER HOOHBERG, ESQ. 



Customer No.: 




Tel, No.: ( 21^ 771-3800 {type or print name of pracmonei) 

D. PETER HOCHBERG C0>. L.P.A, 
P.O. Address - 

1940 E. 6th STREET 6th FLOOR 
CLEVELAiSlij, UHiU 44114-2294 



KRV 

Enc, - Credit Card Payment Form 
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IN 



THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicants 



Klaus Schumann, Frank Seibertz and Peter Steinbom 



Serial No. 



Filed 



(Herewith) 



Title 



METHOD FOR PRODUCING HEAT BONDED PACKAGES AND 
TOOL FOR IMPLEMENTING SAID METHOD 



Attorney File 



RO0234US (#90568) 



Box PCT 

Commissioner for Patents 
Washington, D.C. 20231 



PRELIMINARY AMENDMENT 



Dear Sir: 



Prior to substantive examination of the above-identified application, please amend the 
application, without prejudice, as follows: 
In the Specification: 

Page 8, after the last paragraph, insert the following paragraph: 

~ The invention has been described with particular emphasis on the preferred embodiments, but 
variations and modifications within the spirit and scope of the invention may occur to those 
skilled in the art to which the invention pertains. - 
In the Claims: 

1. (Amended) Process for producing hot-seal packs for transdermal therapeutic systems, by 
transporting, in a predetermined cycle through a sealing unit, two laps, a first lap and a second 
lap, of continuous pack material composed of two or more layers the first lap having a weldable 
polymer layer lying against the second lap, and the second lap having a weldable polymer layer 

C:\...\Apps\RO\RO0234US prelim amd 



lying against the first lap, and, using a sealing tool which acts upon both laps, in order to produce 
a weld along predetermined lines, bringing the laps into contact with pressure and with a 
temperature of above the melting point of the polymer, for a sealing period, which process 
comprises: 

increasing, while the cycle remains the same, the sealing period by a factor, and 
the temperature of the heated sealing heads of the sealing tool being lowered in response 
to said increase of the sealing period, to reduce the temperature reached within the pack material 
to a temperature only slightly above the melting point of the polymer layer. 

2. (Amended) Process according to Claim 1, further comprising reducing the sealing pressure. 

3. (Amended) Process according to Claim 1, further comprising: 

advancing, after the predetermined lines on the pack material have first been brought into 
contact with pressure and with heat, the pack material in the cycle and 

bringing said lines on the pack material into contact on a second occasion with pressure 
and with heat, using the same sealing period. 

4. (Amended) Device for performing the process according to Claim 1, comprising a sealing 
unit with heated sealing tools and a transport device for the pack material, wherein the sealing 
unit comprises a first and a second cooperating, heated sealing head the second sealing head 
being arranged or configured on the side of the pack material facing away from the first sealing 
head, and said sealing heads having, in succession in the direction of advance, two or more 
identical contact area structures corresponding to the predetermined weld lines for transmitting 
temperature and pressure to the pack material, with the length of one contact area structure in the 
direction of advance corresponding to the advancement cycle. 

5. (New) Process according to Claim 1, wherein said factor is two. 
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REMARKS 

Please note that an IPE Written Opinion (PCT/IPEA/408) was issued May 19, 2000 by 
the European Patent Office. In response to this, an amendment amending four claims and 
canceling the fifth claim was submitted to the European Patent Office on August 18, 2000. An 
International Preliminary Examination Report with transmittal (PCT/IPEA/416 and 
PCT/IPEA/409) was issued on November 15, 2000, containing an Annex with an amended set 
of claims 1 through 4 and canceling claim 5. The four amended claims in the Annex are 
incorporated into this prelhninary amendment and amended herein. In addition, one new claim, 
claim 5, has been added. 

The English translation of the specification submitted herewith has headings inserted into 
it to enhance clarity and conformance with U.S. patent practice, but otherwise is an accurate 
translation of the original specification. Similarly, the foregoing amendments to the claims, 
including deleting the reference numbers, are made to place them in conformance with U.S. 
patent practice and to delete multiple-dependencies, thus reducing the government filing fee. A 
marked up version of the original amended claims is attached. Accordingly, prosecution on the 
merits hereof is respectfully requested. 

Respect^Uy^ubmitted, 

D. Peter Hochbdrg 
DPH/ KRV/ Enc. and Attachment: Marked Up Claims Reg. No. 24,6031 

D. Peter Hochberg Co., L.P.A. 
The Baker Building - 6th Floor 
1940 East 6th Street 

Cleveland, Ohio 44114 / (216) 771-3800 

EXPRESS MAIL CERTIFICATION UNDER 37 CFR 1.10 

I hereby certify that the foregoing Preliminary Amendment and any document(s) refened to as attached 
hereto is being deposited with the United States Postal Service on the date indicated below in an envelope as 
"Express Mail Post Office to Addressee" service mailing Label Number FX148507752US addressed: Box PCT, 
Commissioner for Patents, Washington, D.C. 2023 1 . 

Date: - ^Oj "Uf^ / 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicants : Klaus Schumann, Frank Seibertz and Peter Steinbom 
Serial No. : 

Filed : (Herewith) 

Title : METHOD FOR PRODUCING HEAT BONDED PACKAGES AND 

TOOL FOR IMPLEMENTING SAID METHOD 

Attorney File : RO0234US (#90568) 

ATTACHMENT TO PRELIMINARY AMENDMENT 
MARKED UP CLAIMS SHOWING CHANGES RELATIVE TO THE ORIGINAL VERSION 

1. (Amended) Process for producing hot-seal packs [, in particular] for transdermal therapeutic 
systems, by transporting, in a predetermined cycle through a sealing unit, two laps , a first lap and 
a second lap, of continuous pack material composed of two or more layers [and in each case] ttie 
first lap having a weldable polymer layer lying against the [other] second lap , and the second lap 
having a weldable polymer layer lying against the first lap , and, using a sealing tool [there] which 
acts upon both laps, in order to produce a weld along predetermined lines, bringing the laps into 
contact with pressure and with a temperature of above the melting point of the polymer, for a 
sealing period, [ characterized in that ] which process comprises: 

increasing, while the cycle remains the same, [there is an increase in] the sealing period 
by a factor, [in particular a factor of two,] and 

[in that there is a lowering of] the temperature of the heated sealing heads of the sealing 
tool being lowered in response to said increase of the sealing period, to reduce [(1,2) such that 
there is a considerable reduction in] the temperature reached within the pack material [(3, 4), this] 
to a temperature [then being] only slightly above the melting point of the polymer layer [(8)]. 

2, (Amended) Process according to Claim 1, [ characterized in that ] further comprising [there 
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is also a reduction in] reducing the sealing pressure. 

3. (Amended) Process according to Claim 1, [ characterized in that J further comprising 

advancing, after the predetermined lines on the pack material [(3, 4)] have first been 
brought into contact with pressure and with heat, the pack material [is advanced] in the cycle and 

bringing said [these] lines on the pack material [are brought] into contact on [at least] a 
second occasion [or on further occasions] with pressure and with heat, using the same sealing 
period. 

4. (Amended) Device for performing the process according to [any one of] Claim[s] 1[ to 3], 
comprising a sealing unit with heated sealing tools and a transport device for the pack material, 
[characterized in that] wherein the sealing unit comprises a first and a second [two] cooperating, 
heated sealing head[s (1) and (2), said] the second sealing head [(2)] being arranged or 
configured on the side of the pack material [(3, 4)] facing away from the first sealing head [(1)], 
and said sealing heads having, in succession in the direction of advance, two or more identical 
contact area structures corresponding to the predetermined weld lines for transmitting 
temperature and pressure to the pack material [(3, 4)], with the length of one contact area 
structure in the direction of advance corresponding to the advancement cycle. 
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METHOD FOR PRODUCING HEAT BONDED PACKAGES AND TOOL FOR 
IMPLEMENTING SAID METHOD 



Field of the Invention 

The invention relates to a process for producing hot-seal 
packs by welding, in particular for transdermal therapeutic 
systems (TTSs), and to a tool for carrying out the process. 

Description of Prior Art 

A known method for producing hot-seal packs for TTSs is to 
use two laps of packaging laminates, each composed of two 
or more layers, for example each composed of a layer of 
paper, of aluminium, and of weldable polymer, such as HDPE 
(high density polyethylene) , Barex (PAN, polyacrylonitrile ) 
or Surlyn (ethylene copolymer) , and to bond these laps to 
one another at predetermined edges and/or lines by means of 
a heated sealing head while their polymer layers are lying 
against one another. To this end, the sealing head is 
pressed onto the laps to be bonded, and these are heated 
until under this head they exceed the melting point of the 
polymer layers, which therefore melt and enter into a 
cohesive bond with one another. This process can also be 
carried out using heated sealing heads arranged in opposite 
positions, and these may have the same or different 
temperatures, in order to accelerate the penetration of 
heat into the laps lying against one another. For example, 
the temperatures of each of two sealing heads may be 200 °C 
in the case of packaging laminate with a polymer layer made 
from Barex with a melting point of 177 °C, and the 
temperature of one sealing head may be 200°C and that of 
the other may be 70 °C in the case of a packaging laminate 
with a polymer layer made from HDPE with a melting point of 
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In this welding process^, since the sealing tool temperature 
is considerably higher than the melting point, there can be 
blistering due to evaporation of moisture in the region of 
the welding zone (Barex) , or else there can be excessive 
pinching of the melted polymer (HOPE) as a result of the 
necessary but excessive pressure exerted by the sealing 
tool, and there can also be damage to the pack material, 
giving defective and incomplete welded seams . 

The quality of the welded seams can be improved by lowering 
the sealing-tool temperatures and the sealing-tool pressure 
while increasing the sealing period - the residence time of 
the sealing tool on the pack material- However, this would 
also imply reducing the cycle rate of the welding machine, 
and this reduction would cause an undesirable reduction in 
the output of hot-seal packs. 

The object of the invention is to provide a welding process 
for producing hot-seal packs, in particular for transdermal 
therapeutic systems, by transporting, in a predetermined 
cycle through a sealing unit, two laps of continuous pack 
material composed of two or more layers each having a 
weldable polymer layer lying against the other lap, and, 
using a sealing tool which acts upon both laps, in order to 
produce a weld along predetermined lines, bringing the laps 
into contact with pressure and with a temperature of above 
the melting point of the polymer, for a sealing period, 
which can improve the quality of the welded seams while the 
cycle rate of the welding machine remains the same, and to 
provide a sealing tool for carrying out the process. 

This object is achieved in the welding process for 
producing hot-seal packs, in particular for transdermal 
therapeutic systems, as described above such that while the 
cycle remains the same there is an increase in the sealing 
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period by a factor, in particular a factor of two, and in 
that there is a lowering of the temperature of the heated 
sealing heads of the sealing tool such that there is a 
considerable reduction in the temperature reached within 
the pack material, this temperature then being only 
slightly above the melting point of the polymer layer and 
using a sealing unit with heated sealing tools and a 
transport device for the pack material, characterized in 
that the sealing unit comprises two cooperating, heated 
sealing heads, said second sealing head being arranged or 
configured on the side of the pack material facing away 
from the first sealing head, and said sealing heads having, 
in succession in the direction of advance, two or more 
identical contact area structures corresponding to the 
predetermined weld lines for transmitting temperature and 
pressure to the pack material, with the length of one 
contact area structure in the direction of advance corres- 
ponding to the advancement cycle , 

Summary of the Invention 

The invention envisages an increase in the sealing period, 
i.e. an increase by a factor deriving from the cycle. For 
simplicity, the specific case of ^'doubling'' is referred to 
hereinafter. For the purposes of the invention, the term 
^Moubling'' includes increases by other factors. 

Description of the Preferred Embodiment 

According to the invention, use is made of a known process, 
by transporting, in a predetermined cycle through a sealing 
unit, two laps of continuous pack material composed of two 
or more layers and in each case having a weldable polymer 
layer lying against the other lap, and, using a sealing 
tool there which acts upon one lap or a sealing tool which 
acts upon both laps, in order to produce a weld along 
predetermined lines, bringing the laps into contact with 
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pressure and with a temperature of above the melting point 
of the polymer, for a sealing period and according to the 
invention doubling the sealing period without altering the 
cycle or the output, and by lowering the temperature of the 
sealing tool so that there is a considerable reduction in 
the temperature reached within the pack material, this 
temperature then being only slightly above the melting 
point of the polymer layer. This very substantially 
prevents blistering due to evaporation of moisture in the 
region of the welding zone, and thus considerably improves 
the quality of the welded seams. 

In parallel with this, it is also possible to lower the 
pressure exerted by the sealing tool, thus avoiding 
excessive pinching of molten polymer and also avoiding 
damage to the pack material. 

In order to increase the sealing period by a factor, in 
particular a factor of two, the pack material, after being 
first brought into contact with pressure and with heat, may 
be advanced in the cycle, along the predetermined lines, 
and brought into contact on a second occasion or on further 
occasions with pressure and with heat, using the same 
period, during the period in which the subsequent sealed- 
bag pack is first being brought into contact with pressure 
and with heat. 

To carry out the process, a sealing tool has been developed 
which has, in succession in the direction of advance, two 
or more, preferably two, identical contact area structures 
corresponding to the predetermined weld lines, for placing 
onto the pack material in order to transfer pressure and 
heat . The length of one contact area structure in the 
direction of advance therefore corresponds to the 
advancement cycle, and therefore, immediately after the 
advancement cycle - and thus essentially without delay or 
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cooling - the pack material which has been brought into 
contact with the first contact area structure by means of 
the sealing tool is brought into contact on a second 
occasion or on further occasions with heat and with 
pressure at the same locations, signifying an increase in 
the sealing period by a factor, in particular a factor of 
two . 

This sealing tool can therefore work together with a second 
sealing tool which has the same contact area structure and 
which has been arranged or designed on that side of the 
pack material facing away from the first sealing tool. 

Brief Description of the Drawings 

The invention is illustrated below using an example. The 

diagrams in the associated drawing are: 

FIG. 1 : a side view of a sealing unit, 

FIG. 2 : a view from below of a sealing head with 

a contact area structure, 
FIGS 3a and 3b : the method of advance in the process 

according to the invention, and 
FIG. 4 : the cross section through a weld. 

FIG. 1 shows a sealing unit which has two sealing heads 1 
and 2, between which are passed two webs 3 and 4 of 
continuous pack material with, between these and at regular 
distances and at some distance from the web edges, 
transdermal therapeutic systems (TTSs) 5 inserted but not 
secured, for forming sealed-bag packs for these in the 
cycle. Heating (not shown) has been provided to the sealing 
heads 1 and 2, which are pressed against one another during 
a pause between advances . 

The pack material has been formed from a layer made from 
paper 6, from an aluminium layer 7, and from a layer 8 made 
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from a weldable polymer^ the two webs 3 and 4 having been 
arranged (also FIG. 4) with their polymer layers facing 
towards the TTSs 5 and towards one another. 

FIG. 2 shows that side of the sealing heads 1 and 2 which 
faces towards the pack material, with the contact areas 9 
on each of these. These may have cross-grooving in order to 
enlarge the surface area. When the two sealing heads 1 
and 2 are pushed apart, spaces form between the contact 
areas and, in a pause between advances, the areas with the 
TTSs 5 to be packed become positioned in these spaces. 

The pack material (3, 4) with the inserted TTSs 5 is 
transported through the sealing unit within the cycle in 
order to produce closed sealed-bag packs. During a pause 
between advances, the two sealing heads 1 and 2 are pressed 
against one another. The temperatures selected for these 
depend on the melting point of the polymer used in the pack 
material, and may also be different, as shown by the 
examples below. 

The contact with heat by way of the sealing heads 1 and 2, 
and the transfer of heat into the polymer layers, melt the 
polymer and produce a cohesive bond between the polymer 
layers. Since the temperature reached at the polymer layers 
as a consequence of the temperature at the sealing tools 1 
and 2 is only slightly above the melting point of the 
polymer, the weld is weak and, on occasions, defective. In 
order to make the weld firm and defect-free, the sealing 
period is now doubled by bringing the still hot weld areas 
into contact again with pressure and with the same 
temperature, for the same period, immediately after the 
next cycle . 
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FIGS 3a and 3b illustrate the process. In FIG. 3a the 
location of the sealed-bag pack I to be produced is in the 
rear position, based on the direction of advance, between 
the sealing heads 1 and 2. The forward sealing edge of 
these has been shown using dashes. Once the pause between 
advances has expired, this pause being essentially the same 
as the sealing period, the pack material (3, 4) is advanced 
and the sealed-bag pack I to be produced passes into the 
forward position, where it is again brought into contact 
with the same temperature and with the same pressure, by 
way of the same sealing head. The sealed-bag pack 0 has 
been brought into contact with heat only once, and is 
rejected. The sealed-bag pack II to be produced follows the 
first (I) and likewise is brought into contact twice in 
immediate succession, implying a doubling of the sealing 
period. The cycle here remains the same. 

The two examples below show how the temperatures of the 
sealing tools 1 and 2 were lowered in comparison with the 
prior art with only one sealing procedure: 



Prior art 
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Melting 
point 
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Temperature of 
sealing tools 
1 (°C) 2 (°C) 
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Process of the invention 



Polymer 
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point 
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Temperature of 
sealing tools 
1 (°C) 2 (°C) 


Cycles/h 


HOPE 


138 
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AMENDED CLAIMS 

1. Process for producing hot-seal packs, in particular 
for transdermal therapeutic systems, by transporting, 
in a predetermined cycle through a sealing unit, two 
laps of continuous pack material composed of two or 
more layers and in each case having a weldable polymer 
layer lying against the other lap, and, using a 
sealing tool there which acts upon both laps, in order 
to produce a weld along predetermined lines, bringing 
the laps into contact with pressure and with a 
temperature of above the melting point of the polymer, 
for a sealing period, characterized in that while the 
cycle remains the same there is an increase in the 
sealing period by a factor, in particular a factor of 
two, and in that there is a lowering of the 
temperature of the heated sealing heads of the sealing 
tool (1, 2) such that there is a considerable 
reduction in the temperature reached within the pack 
material (3, 4), this temperature then being only 
slightly above the melting point of the polymer layer 
(8) . 

2. Process according to Claim 1, characterized in that 
there is also a reduction in the sealing pressure. 

3. Process according to Claim 1, characterized in that , 
after the predetermined lines on the pack material 
(3, 4) have first been brought into contact with 
pressure and with heat, the pack material is advanced 
in the cycle and these lines on the pack material are 
brought into contact on a second occasion or on 
further occasions with pressure and with heat, using 
the same sealing period. 



AMENDED PAGE 



2 



4. Device for performing the process according to any one 
of Claims 1 to 3, comprising a sealing unit with 
heated sealing tools and a transport device for the 
pack material, characterized in that the sealing unit 
comprises two cooperating, heated sealing heads (1) 
and (2), said sealing head (2) being arranged or 
configured on the side of the pack material (3, 4) 
facing away from the first sealing head (1), and said 
sealing heads having, in succession in the direction 
of advance, two or more identical contact area 
structures corresponding to the predetermined weld 
lines for transmitting temperature and pressure to the 
pack material (3, 4), with the length of one contact 
area structure in the direction of advance corres- 
ponding to the advancement cycle. 
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The invention relates to a process for producing hot-seal 
packs, in particular for transdermal therapeutic systems^ 
by welding to one another, at predetermined linear regions 
and at polymer layers facing towards one another, two laps 
of continuous pack material composed of two or more layers. 
To this end, one (or two) sealing tool(s) are used to bring 
the pack material into contact with pressure and heat. To 
improve the quality of the welded seams without altering 
the cycle rate, according to the invention the sealing time 
is doubled and the temperature of the sealing tool(s) 

(1, 2) is reduced so that there is a considerable reduction 
in the temperature reached within the pack material (3, 4), 
this temperature then being only slightly above the melting 
point of the polymer used. An example of a sealing tool 

(1, 2) is given (FIG. 1) . 
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